SEP 


VALIDATION RESULTS FOR METHOD ACNE 

' mean 

™ I STD. DEV.f%l 




'■ .. 1 

MEAN 

ANALYTE 

Acetcnilrile 


'MATRIX 

i Exhalate 


DATE 

7-Sep 


LLOQ 


6.07 pgfmL ; 


STANDARD ERROR OF 
ESTIMATE OF QC SAMPLES 
(concentration units) 

{SEE = SD./SQRT(#ot 
ddermmstions'f} 

Representative 


High QC eo.Opg/mL 
'Med QC 30.Ci)jg/mlL 
iLowQC 0,15.0pg/mL 


DESCRIPTIVE INFORMATION 
ON INSTRUMENT RESPONSE 
Function (Linear, Quatradtic, 
etc.) (Representative) 

Slope 
I ntercept 

Other(R) 


.Linear (l/X weighting) 

! 2549 

! 1556 

0,99943 ' 


RECOVERY (as a %) 


Results with different sample 
amounts (results of QC 
evaluations) Intra-assay 
Representative 


oO.Ofjg'mL 

1 90.1 

1 5,72 

30,Opg/mL 

' 89.2 

i 8.41 

IS.Opg/mL 

93.8 

1 4.61 



LLOQ QC=;7.50pg/mL 

6.07 

; 6.63 

Low QC= IS.OpgfmL 

14.1 

5.04 

Med C!C=;3t).0pg;mL 

; 27.0 

8.19 

High QC-.60.0pg/mL 

! 53,5 

5.03 


Results with different sample 
amounts (results of QC 
evaluations) inter-assay 
Representative 



LLOQ QC=;7,50pg/mL 

6.07 

5 63 

Low QC=;15.0pg/'mL 

14.1 

1 4.82 

Med QC=|30.0Mg/mL 

26 3 

8,40 

High QC=i60.0pg/mL 

54.0 

1 5 72 


STABILITY (assuming any 

degradation is linear): ___ 

a) Room Temperature in Matrix . 

(+/- %;24 hrs) leO.Opg/nriL 

b) Freezeythaw (+A%/3 cycles) i60.0pg/mL 

c) Injector (+/- %/24hrs) l60,0pg/mL 



Exhatate Summary 
10:00 PMa'20/01 
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PM3006635894 


Source: https://www.industry(documents.ucsf.edu/docs/rpcj0001 









